Quality of life, surveys and questionnaires, head neck neoplasms, reliability and validity, outcomes research https://mc04.manuscriptcentral.com/ramb-scielo Revista da Associação Médica Brasileira Associations between physical and socioemotional composite scores from the UW-QOL and PCI were analyzed.
. The city of São Paulo has one of the highest incidence rates of laryngeal and oral cancer worldwide 2 [2] .
Head and neck cancer and its treatment can cause significant changes in vital functions related to feeding, communication and breathing of affected patients as well as to individual's self-imaging. Such alterations can have devastating consequences on the patient's quality of life and also on their families 3-5 [3] [4] [5] . The current focus of head and neck oncology is to eliminate cancer, prolong survival, obtain better functional outcomes and preserve or restore the quality of life (QOL) of affected patients. Studies of QOL using generic or specific measures usually generate data and information about disease and treatment consequences on patient's life, including data that could be used to improve treatment support, optimize patient care, define rehabilitation necessity and goals, identify patients problems and preferences and also could facilitate communication between patients and doctors 6-9 [6] [7] [8] [9] .
In conjunction with the Merseyside Regional Head & Neck Cancer
Centre Support Group, ROGERS et al. (2009) [10] [11] [10, 11] and GHAZALI et al.
(2011) 12 [12] developed the Patients Concerns Inventory -Head and Neck (PCI-H&N), which have been included in the British H&N National Annual audit (DAHNO) as an indicator of quality of care. It consists of an inventory based on the synthesis of items from various health-related quality of life (HRQOL) questionnaires. The PCI is a carefully designed H&N cancer specific checklist intended to be used in consultations as part of routine outpatient care. It is holistic, self-administered and designed to give a more patient-focused and patient-directed consultation leading to more shared decision-making and potentially better patient support and outcomes. Patients select items from the checklist that they want to discuss during the consultation and also select from a list of health professionals those they would like to see during their outpatient visit or to be referred to.
The purposes of the present study were to adapt and culturally validate 
Materials and Methods

The instrument description
The first part of the original English version of the PCI has 57 items grouped into 5 domains: physical and functional well-being (29 items), treatment-related (4 items), social assistance and welfare (9 items), psychological, emotional and spiritual well-being (14 items), and other (free text). The second part consists of a list of 17 specialists, also grouped into 5
domains: physical and functional well-being (8 specialists), treatment-related (3 specialists), social assistance and welfare (3 specialists), psychological, emotional and spiritual well being (3 specialists), and others (free text). In both parts of the inventory, patients can select as many items and specialists as they would like.
It is important to highlight that the PCI is a checklist of issues that patients wish to talk about in their clinical consultation and is not a measure of the level of concern per se. Patients can have concerns and still not want to discuss them. It has no rating or score.
Translation and adaptation process
The translation and cultural adaptation of the PCI followed internationally accepted guidelines [13] [14] [13, 14] . Initially, two bicultural experts and translators, who were experts in the area of healthcare, translated the 1  2  3  4  5  6  7  8  9  10  11  12  13  14  15  16  17  18  19  20  21  22  23  24  25  26  27  28  29  30  31  32  33  34  35  36  37  38  39  40  41  42  43  44  45  46  47  48  49  50  51  52  53  54  55  56  57  58  59  60   F  o  r  R  e  v  i  e  w  O  n  l  y   5 back-translated versions were resolved by repeating the process as needed.
A pretest survey was performed.
Pretest survey
The inclusion criteria for the pretest survey were: patients 18 years of age or older who were treated for upper aerodigestive tract (UADT) cancers regardless of the histological type or tumor staging. A valid measure will assess what it is meant to be measured, and the PCI evaluates whether patients want to discuss items -in practice they either should be associated and correlated with the number of issues selected for discussion by the patients on the PCI.
The Brazilian Portuguese validated form of the University of Washington Quality of Life Questionnaire (UW-QOLv4) was used because it is a disease-specific, concise and well-validated QOL questionnaire and because its domains overlap with many of the concerns listed on the PCI.
Each domain item on the UW-QOL scale is scored from 0 to 100, with the composite score being the mean of the 12 domains. Higher scores are indicative of better QOL. In this study the UW-QOL results were analyzed by considering two composite scores: "physical function" (simple average of the domain scores for swallowing, chewing, speech, saliva, taste and appearance) and "socio-emotional function" (simple average of the domain scores for activity, recreation, pain, mood, anxiety and shoulders) 15 [15] .
Statistical analysis
The nonparametric Mann-Whitney test (two categories) or KruskalWallis test (three categories) were used to evaluate the association between the number of items/specialists selected and the patient characteristics. The Mann-Whitney test was also used to associate the composite scores of the UW-QOL (physical, socio-emotional) with the specific items/specialists selected by the patients. The associations between the scores of the UW-QOL and age, time of diagnosis and the number of items/specialists selected were assessed using Spearman's correlation coefficient. Associations between the specific items/specialists selected and patient characteristics were evaluated using the chi-square test or Fisher's exact test. The level of significance was set to 1%. The software used was R version 3.0.1. (R is a language and environment for statistical computing and graphics. R provides a wide variety of statistical and graphical techniques, and is highly extensible.
It is available as Free Software under the terms of the Free Software
Foundation's GNU General Public License in source code form).
Results
Translation process and pretest survey
As part of the translation and adaptation process we conducted a pretest survey with 20 patients with UADT cancers (8 oral cavity, 6 larynx, 2 oropharynx, 3 nasopharynx, and 1 maxillary sinus) and they completed the Brazilian-Portuguese version of the PCI.
There were no significant discrepancies between the translation and back-translation versions, despite the grammatical and cultural differences between the Brazilian and English populations.
However, in the pretest survey some patients did not understand the meaning of the following terms in the first translated version: mucous, deglutition, smell, taste, percutaneous gastrostomy (PEG), fear of adverse events and coping strategies. The terms home care/Family Health Program (originally described as home care/district nurse) were erroneously interpreted as any family member or person providing help/medical assistance. The term "activity" was interpreted differently by patients, being understood as physical exercises or as activities of daily living. Patients were also confused by the terms salivation and dry mouth and were unable to distinguish and clearly define them.
Following the adequacy of equivalence and adaptations for the from specialists in the home, physical activity and too much salivation.
In the pretest survey, among the specialists listed in the original PCI version, dental hygienist and chaplain were not easily identified by patients, as well as emotional support therapists (a clinical specialty just below the level of a psychologist that exists in the United Kingdom). For the final consensus version, the specialty dental hygienist was removed, chaplain was replaced by the religious authority/leader of their religion, and psychologist and psychiatrist were added (see Appendix). Half of the patient sample was clinically negative for lymph node involvement (50%), and almost all patients were clinically negative for distant metastasis (96%). Regarding time interval between treatment and completing the questionnaires, 25 patients (30%) had less than 12 months, 22 patients (26%) between 12 and 36 months and 37 patients (44%) for 36 months or more.
Cultural validation study
Thirty-four patients (40%) underwent surgery and radiotherapy, 29 patients (35%) underwent primary radiotherapy and 21 (25%) underwent only surgery. The time required to fill out the PCI ranged from 6 to 20 minutes (mean, 13 minutes). The frequency of the items indicated on the PCI is described in Figures 1 and 2 . Among the listed items in the inventory, issues selected most frequently by patients for discussion included the following: fear of cancer returning (57%), dry mouth (45%), chewing/eating (44%), speech/voice/being understood (43%), swallowing (40%), dental health/teeth (36%), anxiety (31%), fatigue/tiredness (30%), taste (sense flavor) (30%) and fear of adverse events (30%) (Figure 1 ). The three specialists most selected by patients were speech therapist by 22 patients (26%), dentist by 20 patients Significant associations of specific issues and specialists selected with patient characteristics and with the physical and socio-emotional domains of Thank's for this! "
The item selected most often by patients was the fear of their cancer returning (also named fear of recurrence-FoR), followed by dry mouth and chewing/eating and the indication for a speech therapist and dentist. Other studies that used the PCI-H&N have also found the FoR to be the most common concern that patients with HNC want to discuss in clinics 10 and the responses were networked into the consultation room. In the present study, touch-screen technology was not available and patients received a printed version of the translated PCI. The concomitant use of a HRQOL instrument like UW-QOL, allows patients with any dysfunction to be identified and thus promote an opportunity for the clinician to discuss aspects where patients are performing badly even though the patient might not have selected related items on the PCI for discussion. In this scenario, PCI can be used by itself either on paper or via touch screen and can be used together with a HRQOL questionnaire prior to consultation.
Conclusion
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